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1. This inieraational preliminary' exaininaiion report lias been prepared by this international Preliminary 
Examining Authority and is transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of sheets, including this cover sheet. 

I I This report is also accompanied by ANNEXES^ i.e., sheets of the description, claims and/or drawings 
which have been amended and are the basis for diis report and/or sheets containing rectifications made 
before this Authority (see Rule 70. 16 and Section 607 of the Adjninistrative Instructions under the PCT). 



These annexes consist of a total 



al of(^s 



sheets. 
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applicability; citations and explanations supporting such statement 
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Inin^PTmaJ appiicaiion No. 
PCT/USOa' 15693 



L Basis of the report 



1 . With regard to the elements of the intcmaiional applicaiion: * 
the international applicadon as originally filed, 
the descripdon: 

pages 1-33 as originally filed 



pages NONE 



pages NONE 



filed with the demand 
filed with die letter of 



the claims: 
pages 34-37 



pages NONE 



pages NONE 



pages NONE 



_^ as originally filed 

as amended (togedier wiUi any statement) under Article 19 
filed with the demand 
, filed with the letter of 



I I the drawings: 
pages NONE 



pages NONE 



pages NONE 



_^ as originally filed 
, filed with the demand 
, filed with the letter of 



I I the sequence listing pan of the description: 
pages NONE ^ as originally filed 



pages NONE 



pages NONE 



_, filed widi the demand 
, filed with the letter of 



2. With regard to the language, all die elements marked above were available or furnished to Uiis Audiority in die 
language in which the intemadonal application was filed, unless odierwise indicated under this item. 

These elements were available or furnished to diis Authority in die following language which is: 

I I the language of a translation furnished for the puiposes of international search (under Rule23.1{b)). 
I I the language of publication of the international application (under Rule 48.3(b)). 

I I the language of the translauon furnished for the purposes of international preliminary examination(under Rules 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international applicadon, the 
international preliminary examination was carried out on die basis of the sequence listing: 

I I contained in die international application in printed fonii. 

I I filed together with the international application in computer readable fonn. 

I I furnished subsequendy to diis Authority in written fonn. 

I I furnished subsequently to diis Authority in computer readable fonn. 

I I The statement that the subsequendy funiislied written sequence listing does not go beyond the disclosure in the 
international applicadon as filed lias been furnished. 

I I The statement diat die infonnation recorded in computer readable fonn is identical to the written sequence listing 
has been furnished. 

4. The amendments have resulted in the cancellation of 

I I the descripdon, pages NONE 

I I die claims, Nos. NONE 

I I the drawings, sheets/fi^ NONE 

5. I I This report has been established as if (some ol) ihc amcndmcnis had noi been made, since they have been considered to go 

beyond the disclosure as filed, as indicaicd in Uic Supplcmcnial Box (Rule 70.2(c)). 
* Replacement sheets wtiich have been furnished lo tfie rcc eninii Office in response la an inviiation under Article 14 are referred to in 
this report as "originally filed" and are not amcxed lo this report since ihcy do not contain amendtnenls (Rules 70.16 and 70.17). 
** Any replacement sheet containing such anwndnienis must he referred to under item J a/uJ afuiexed to litis report. 
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INTERNATIONAL PRELIMINARY EXAMINA IION REPORT 



tmaJ application No. 



V. Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial applicability: 
ciutions and explanations supporting such statement 



1. STATEMENT 



Novelty (N) Claims 5 and 24-27 



YES 

Claims 1-4.6-13 and 18-23 jsjo 



Inventive Step (IS) Claims 5 



YES 



Claims I -4 and 6-27 jsjO 

Industrial Applicability (lA) Claims t2L YES 

Claims NONE NO 



2. CITATIONS AND EXPLANATIONS 

^liTJ^' t}^ "J!" '^"^ """""^ ^'^^ '^^ ^"'^"^ 33(2) a. being aniicpated by Laidlawet al (J. Chem. Soc. 1950. pages 

52»-534)(UidIaw 1). Specincally. Laidiaw I discloses a polysaccharide preparauon from Plantago ovata Forek desisnaied as "PIl" 
said prepanuion compnsing 80% xylose. 14% arabinosc aiid no rhainnosc. said prcparaiion being highly viscoiis. page 529 " 
Thus. Laidlaw I s composiiion contains all of the claimed ingiudicnis in the claimed a,nounts. Note speciHcally thai the reciiauon 
compnsmg less than about 2% (by weight) rhamnose " cna.mpasscs /.cro. Note funhcr that the reference clearly anticipates the 
dosage amounts recited m the claims since any amount would have some bcncr.cial effect. Note further that product clearly would 
preparable by the method recited in claim 13. r j 

w r"^ ""1r/7 ^ ''''"^ aniicpaicd by Uidlaw e. (J Chcm. Soc. 1949. pages 160ai607)(Laidlaw 

IL!^ fll' ^ "VJ '^'u'"'" ' P"'y^^haride preparation lYo.n Planlago ovaia ForMc. designated as - PIl" . said preparation 
compnsmg 46% xylose, 7% arab.nose and 40% 2-D-galac.uronos,do.L-rha,nnosc, a disacchandc comprised of equal par^ 
galacmromc ac.d and rhamnose. See page 1600. Thus, La.dlaw II s 'PI ' composmon contains 20% of each of galacmronic acid 
and rhamnose. Uidlaw 11 s composiuon therefore conuiins all of the claimed ingredients in the claimed amounts. 

Claims 13 and 18-23 lack novelty under PCT Ariiclc 33(2) as being anticipated by Kennedy et al (Carb. Res. 75:265-274 (1979)) 
SS-^"^ T V^"*".' "^^"^^^ " P«'y^'=*=haridc fraction is obuined from psyllium by initial alkali treatment follou^d by 
aciditicauon. Thus Kennedy not only anticipates prtKx-ss claim 13, but also claims dirvctcd to the product produced thereby. 

an invenUve step under PCT Article 33(3) as being obvious over by Kennedy et aJ (Carb. Res. 75:265-274 
IS™. ,Tm h^"^- " P'"^'"' P"ly^^«haride fraa.on i.s obtained from psyllium by iniual 

alkah treatment foUowed by actdificauon. Although Kennedy dilTers Iro.n the claimed process by using slighUy different pH 

f^le obvi',;u?"""^'""'° ^ '^"'""'"'^ "'n<»i'"'"=* 'hat pr.Kcss is well known in the an and therefore prima 

Claims 24-27 lack an mveniive step under PCT Article 33(3) as being obvi<H.s over Kennedy et al (Cart.. Res. 75:265-274 (1979)) in 
view of Laidlaw et al (J. Chem. Soc. 1950, pages 528-534)(L.idlaw I). Note specifically that the therapy claims encompass 
admmmration of unfractionated psyllium for constipation. Ke.u.edy discloses that psylliutn is known to have therapeuucTropenies 
with resp«i to large bowel disorders. As also discussed aNwe. psyllium is known to contain the polysaccharide r<^ed in thV 
Claims. Thus, taken together, the references clearly provide im>tivation for administering a product containing the claimed 
therapeutic agent to the claimed patient. 

Claim 5 meets the criteria set out in PCT Article 33(2)-(4). because the pn<.r art does not teach or fairly suggest a polysaccharide from 
psyllium having the claimed saccharide makeup. t~iy»ai.ciianue irom 
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°ATENT COOPERATION TF \TY 



From the INTERNATIONAL BUREAU 



PCT 

NOTIFICATION OF ELECTION 

(PCT Rule 61.2) 

- 


To: 

Commissioner 

US Department of Commerce 
United States Patent and Trademark 
Office, PCT 

2011 South Clark Place Room 
CP2/5C24 

Arlington, VA 22202 

blAlo-UlNIo U AMtnlUUt 

in Its capacity as elected Office 


Date of mailing (day/month/year) 

21 March 2001 (21.03.01) 




international application No. 

PCT/USOO/15693 


Applicant's or agenf s file reference 
WARF M155PCT 


International filing date (day /month/year) 
08 June 2000 (08.06.00) 


Priority date (day/month/year) 

09 June 1999 (09.06.99) 


Applicant 

MARLETT, Judith, A. et al 



1. The designated Office is hereby notified of its election made: 

I X I in the demand filed with the International Preliminary Examining Authority on: 

05 January 2001 (05.01.01) 



I I in a notice effecting later election filed with the International Bureau on: 



2. The election | X | 

□ 



was not 



made before the expiration of 19 months from the priority date or, where Rule 32 applies, within the time limit under 
Rule 32.2(b). 





Authorized officer 


The International Bureau of WlPO 




34, chemin des Colombettes 


Chrlstelle Croci 


1211 Geneva 20, Switzerland 




Facsimile No.: (41-22) 740.14.35 


Telephone No.: (41-22) 338.83.38 



Form PCT IB 331 (July 1992) US0015693 



# • 



DO'ERNATIONAL SEARCH REPORT 


International application No. 




PCT/USOO/15693 


A. CLASSinCATION OF SUBJECT MATTER 




IPC(7) :A61K 31/715, 35/78 





US CL :514/54; 424/195.1 
According to International Patent ClassificatiDn (IPC) or to both nat ional classification and IPC 
R FIELDS SEARCHED ^ 

Minimum documentation scaxchcd (claatiiication tyitem followed by claifification symbols) 
U.S. : 514/54; 424/195.1 

DoCTi m c n Ia rio n learched other than minimum documentation to the extent that such documents arc included in the fi^ seaiched 



Electronic daU base consulted during the international search (name of data base and, wbm practicable, search terms used) 
psyllium, gel, polysaccharide, alkali, xylose, arsbinose, rhamnose, galactose, galacturonic acid, glucose, mannose 



DOCUMENTS CONSIDERED TO BE RELEVANT 



Category^ 



X 
Y 



X 
Y 



Citation of document, with indication, where appropriate, of the relevant passages 



LAIDLAW et al. Studies of Seed Mucilages. Part V. Examination of 
a Polysaccharide extracted from the Seeds of Plantago ovata Forsk 
by Hot Water. Journal of the Chemical Society. 1950, pages 528- 
534, especially page 529. 

LAIDLAW et al. Studies on Seed Mucilages. Part m. Examination 
of a Polysaccharide extracted from the Seeds of Plantago ovata 
Forsk. Journal of the Chemical Society. 1949, pages 1600-1608, 
especially page 1600. 

KENNEDY et al. Structural Data for the Carbohydrate of Ispaghula 
Husk ex Plantago ovata Forsk. Carbohydrate Research. 1979, VoL 
75, pages 265-274, especiaUy pages 266, 271 and 273. 



Relevant to claim No. 



1-4, 6-11, 18-23 
24-27 

12 



13-23 
24-27 



fx) Further documenu are listed in the continuation of Box C. Q See patent family annex. 



SpMial cstegonM of cited documonts: 

document dsfming tfa« geiMrml fl^ of the art which tt iic>t eoiuid«^ 
to 1m of particular rakranee 

•arliar documont publidiad on or n&m tfa« intaraatioiial fding data 

doeumaot which may throw doubH on priority ckin(*) or which is 
citad to aMablish tba pubUcatioa data of another citation or other 
■aoB (aa pacified) 



doeumaot rafaniog to aa oral diKloaura. uaa. exhibition or other 

doeamaotpubiiihad phor to the inteniational fihng data but later than 
tfaa prionqr data claimed 



later document piiblished after the mteraaaonal filing date or pnonty 
date and not m conflict widi the application but cited to understand 
the principle or theory imderlymg the invention 

document of particular relerance; the claimed invention cannot be 
considered novel or cannot be considered to involve an inventive st^ 
when the document is taken alone 

document of particular relevance; the claimed inventKMi cannot be 
considered to involve an inventive step when the document is 
combmed with one or more other such documents, such combination 
being obvious to a parson ilciUed in tibe art 



document member of the i 



family 



Date of the actual completion of the international search 
02 AUGUST 2000 


Date of mailing of the international search report 

_ oesEPZQoa 


Name and mailins address of the ISA/US 
Comminioiier of PatenU and Trademaiks 

BoxPCT 

Washingloii. D C 20231 
Facsimile No. (703) 305-3230 


Authorized of^^rV^ /^uj-^f^ 

FRANCISOTC^RATS ^ 
Telephone No. (703) 308-0196 ^^7*^^ 



Form PCT/ISA/210 (second sheet) (July 1998)* 



INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/USOO/15693 



C (Continuation). DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* 



Citaticm of document, with indication, where appropriate, of the relevant passages 



Relevant to claim No. 



X 
Y 
Y 
A 



SANDHU et ai. The Gel Nature and Structure of the Carbohydrate 
of Ispaghula Husk ex Plantago ovata Forsk. Carbohydrate 
Research. 1981, Vol. 93, pages 247-259, especially page 253, 

US 5,234,916 A (HORD) 10 August 1993, see whole document 

US 5.248,502 A (NDIFE) 28 September 1993. 



13-23 
24-27 
24-27 
1-27 



Fonn PCT/IS A/210 (continuation of second sheet) (July 1998) ★ 



CEIVED 



0 3 S^'^^'^'^ COOPBBftJi^S^EATY 



Fromihe DOCKET DEPT. p^r g 

INTERNATIONAL PREUy!(l^i^fty*^XAMINING AUTHORITY ^ ' 



To: 

JANET E. REED 

SAUL. EWING, REMICK A SAUL LLP 
CENTRE SQUARE WEST 
1500 MARKET STREET. 38TH FLOOR 
PHILADELPHU. PA 19102-2186 



IP GROUP 

SEP 2 8 Z001 

SAUL EWING REMICK 
p^'JtiSAULUP 

NOTIFICATION OF TRANSMITTAL OF 
INTERNATIONAL PREUMINARY 
EXAMINATION REPORT 

(l>CT Rule 71.1) 



Applicant's or agent's file reference 
13228.00025 \fVA^!f 'OOOb 



Dale of Mailing nrn onn 

{day/inonth/year) SEP ZQOl 



IMPORTANT NOTIFICATION 



latemational application No. 
PCT/USOO/15693 



Intemaiional filing dale (day/inonth/year) 
08 June 2000 (08.06 2000) 



Priority dale {day/momh/year) 
09 June 1999 (09.06. 1999) 



Applicant 



WISCONSIN ALUMNI RESEARCH FOUNDATION 



1. The applicant is hereby notified that this International Preliminary Examining Authority transmits herewith the 
international preliminary examination repon and its annexes, if any, established on the international application. 

2. A copy of the report and its annexes, if any, is being transmitted to the International Bureau for communication 
to all the elected Offices. 

3. Where required by any of the elected Offices, the International Bureau will prepare an English translation of the 
report (but not of any annexes) and will transmit such translation to those Offices. 

4. REMINDER 

The applicant must enter the national phase before each elected Office by performing certain acts (filing 
translations and paying national fees) within 30 months from die priority date (or later in some Offices)(Article 
39(l))(see also the reminder sent by the Inieniational Bureau with Fonu PCT/lB/301), 

Where a translation of the intcmauonal application must be ftimished to an elected Office, that translation must 
contain a translation of any annexes to die international preliminary examination report. It is die applicant's 
responsibility to prepare and ftimlsh such translation directly to each elected Office concerned. 

For furdicr details on die applicable time limits and requirements of the elected Offices, see Volume II of die 
PCT Applicant's Guide. 



Nao^e and mailing address of the 1 PEA/US 

C uumtohjutr oT Patntt uid Trwkmwfca 

Box PCT 

Wiiliki«iaB, D.C. 30231 
Facsimile No. (703)305-3230 




C Prats 



Icphone No. 703-308-0196 



Forai PCT/lPEA/416 (July 1992) 



^ PATENT COOPERATiONj^EATY 

PCT 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 
(PCT Article 36 and Rule 70) 



AppUouu's or agent's file refemce 
13228.00025 



r,^« A mrx^ See Nouficauon of TransmioaJ of Interaational 

FOR FURTHER ACTION preliminary Examination Report (Form PCT/IPEA/416) 



Interaational application No. 
PCT/US0(yi5693 



Intemaiional filing dau? {day/immih/year) 
08 June 2000 (08 06.2000) 



Priority date {day /month/year) 
09 June 1999(09.06.1999) 



Intenuuional Patent Classification (IPC) or national classificaiion and IPC 
1PC(7): A61K 35/78 and US Q.: 424/738; 514/54 



Applicant 

WISCONSIN ALUMNI RESEARCH FOUNDATION 



1. This international preliminary examination rcpon has been prepared by tiiis International Preliminary 
Examining Authority and is transmitted to ii\e applicant according to Article 36. 

2. This REPORT consists of a total of ^ slicets, including this cover sheet. 

□ This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings 
which have been amended and arc the basis for this report and/or sheets containing rectifications made 
before this Authority (see Rule 70. 16 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total 



sheets. 



3. This report contains indicadons relating to the following items: 
Basis of the report 



I 


12^ 


n 


□ 


m 


□ 


IV 


□ 


V 




VI 


□ 


vn 


□ 


vm 


□ 



Reasoned statement under Anicle 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



Date of submission of the demand 
OS January 2001 (05.01.2001) 



Date of completion of tliis report 
nbcr200l (12.09.2001) 



Name and nuiling address of the IPEA/US 

CaanMoaer oT Pama iod Tndemuki 

Box PCT 

WotMi^taa, D C. 20231 
FacsimUc No, (703)3050230 




Auihorifcfid^oljiccr 
Trai(jfiscoC Prais 
Telephone No. (703)308-0196 




Forai PCr/lPEA/409 (cover shcciXiuly 1998) 



^^^pmauonai application No. 
INTERNATIO^RrELIMINARY EXAMINAIION REPORT WCT/USOO 15693 



1. Basis of the report 



I . With regard to the dements of the intemaiional appticaiion: * 
the iocematioQal application as originally tiled, 
the descripdon: 

pages 103 as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with die letter of 



the claims: 

pages 34^37 ^ as originally filed 

pages NONE , as amended (togeilier with any sutemeni) under Anicle 19 

pages NONE . filed with die demand 

pages NONE , filed with die letter of 



I I die drawings: 

pages NONE ^ as originally filed 

pages NONE » filed widi die demand 

pages NONE . filed widi die letter of _ 

I I die sequence lisung part of die description: 

pages NONE , as originally filed 

pages NONE ♦ filed with die demand 

pages NONE , filed widi die letter of 



2. With regard to tbe language, all die elements marked above were available or furnished to diis Authority in die 
language in wfakh the intemadonal application was filed, unless odicrwise indicated under diis item. 
These elements were available or furnished to diis Authority in die following language which is: 

I I die language of a translation fUmished for die purposes of intemadonal search (under Rule23.i(b)). 

I I die language of pubticadon of die international applicadon (under Rule 48.3(b)). 

I I die language of die tiansladon furnished for tlie purposes of intemadonal preliminary examinadoa(under Rules 
55.2 and/or 55.3). 

3. Widi regard to any nudeodde and/or amino acid sequence disclosed in die international applicadon, die 
intemadonal preliminary examinadon was carried out on die basis of the sequence lisdng: 

I I contained in die intemadonal applicadon in printed fomi. 

I I filed togedier widi die intemadonal application in computer readable fomi. 

I I furnished subsequcndy to diis Audioriiy in written fomi. 

I I furnished subsequcndy to diis Audiority in computer readable fomi. 

I I The statement dut die subscquendy furnished written sequence lisung does not go beyond die disclosure in die 

intemadonal applicadon as filed has been tumislied. 
I I The statement diat die informadon recorded in computer readable fonn is identical to die written sequence listing 

has been fUmisbed. 

4. Q The amendments have resulted in die caiKellation of 

I I die description, pages NONE 
I I die claims, Nos. NONE 
I I die drawings, sheets/fig NONE 

5. n This report has been established as if (some oO the aiTwadincnis had not been inade. since diey have been considered to go 

beyond die disclosure as filed, as indicated in ihc SupplcincniaJ Box (Rule 70.2(c)).** 
♦ Replacement sheas \i4uch have been furnished lo ihe receiving Office in response to an invitation under Article Mare referred to in 
this report as 'originally filed 'and are not aimexed to this report since they do not contain ainendinenis (Rules 70. 16 atuiTO.Id- 
Any replacement sheet contatning such ainendinetus tnusi he referred lo under itein I aiyd amexed to tlus report. 



Form PCT/IPEA/409 (Box I) (July 1998) 



10^I|PRELIMINARY EXAMINA llON HEVORT 



aiional applicaiion No. 

INTERNATIC 



V. Reasoned statement under Ruie 66.2(a)(ii) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. STATEMENT 



Novelty (N) Clauns 5 and 24-27 YES 

Claims l-4>l3and 18-23 NO 

Inventive Step (IS) Claims 5 __YES 

Claims 1-4 and 6-27 NO 

Industrial Applicability (lA) Claims IJT YES 

Claims NONE ^ NO 



2. CITATIONS AND EXPLANATIONS 

Claina 1-4, 6-11 and l»-23 lack novelty under PCT Article 33(2) as being anticipated by Laidlaw et al (J. Chan. Soc. 1950. pages 
528-S34XLaidUw I). Specifically, Laidlaw I discloses a polysacchande preparation from Plamago ovata Forsk, designated as "Pll", 
said prepantioo comprising 80% xylose, 14% arabinose and no rhanuiose. said preparation being highly viscous. See page 529. 
Thus, Laidlaw I's composition contains all of the claimed ingredients in the claimed amounu. Note specificaUy thai the recitation 
"comprising less than about 2% (by Mv^ight) rhamnose'* encompasses zero. Note l\inher that the reference clearly anticipates the 
dosage amounts zecited in the claims since any amount would have some beneficial effect. Note fiinher that produa clearly would 
preparable by the method recited in claim 13. 

Claim 12 lacks novelty under PCT Article 33(2) as being aniicipatcd by Laidlaw et (J. Chem. Soc. 1949, pages l60(Vl607)(Laidlaw 
II). Specifically, Laidlaw II discloses a polysaccharide preparation from Plantago ovau Forsk, designated as "PIP, said preparation 
comprising 46% xylose, 7% arabinose and 40% 2'D-galaciuronosido-L-rhainnose, a disaccharide comprised of equal parts 
galacmronic acid and rfaamnose. See page 1600. Thus, Laidlaw ll's "PI" composition contains 20% of each of galacmronic acid 
and ihamoose. Laidlaw irs composition therefore contains all of the claimed ingredients in the claimed amounts. 

Qaims 13 and lS-23 lack novelty under PCT Article 33(2) as being anticipated by Kennedy et al (Garb. Res. 75:265-274 (1979)). 
Kennedy discloses a process whereby a polysaccharide fraction is obtained from psyllium by initial alkali treatment follow by 
acidificadoo. Thus Kennedy not only anticipates process claim 1 3. but also claims directed to the product produced thereby. 

Claims 15-23 lack an inventive step under PCT Anicle 33(3) as being obvious over by Kennedy et al (Carb. Res. 75:265-274 
(1979)). As discussed above, Kennedy discloses a process whereby a polysaccharide fraction is obtained from psyllium by initial 
alkali treatment foUo\^«d by acidification. Although Kennedy dilTcn from ihc claimed process by using slightly different pH 
conditions, optimization of a process to determine suiuble conditions for that process is well known in the art and therefore prima 
facie obvious. 

Qaims 24-27 lack an inventive step under PCT Article 33(3) as being obvious over Kennedy et al (Carb. Res. 75:265-274 (1979)) in 
view of Laidlaw et al (J. Chem. Soc. 1950, pages 528-534)(LaidUw I). Note specifically that the therapy claims encompass 
administfation of unfractionated psyllium for consiipaiion. Kennedy discloses that psyllium is known to have therapeutic properties 
with respect to large bowel disorders. As also discussed above, psyllium is known to con lain the polysaccharide recited in the 
claims. Thus, taken together, the references cleariy provide motivation for administering a product containing the claimed 
therapeutic agesft lo the claimed patienL 

Qaim 5 meeu the criteria sec out in PCT Anicle 33(2)-(4), because the prior art docs not teach or fairly suggest a polysaccharide from 
psyllium having die claimed saccharide makeup. 
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